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! Dear Dr Henney

The followmg letter is belng submltted by the Internatlonal Academy of '
Compoundmg Pharmacists (IACP) in response to the Food and Drug Admmlstratlon s
| (FDA) brief appeahng the de0151on by the Umted States Dlstnct Court for the District of
Nevada in Western S_t,_ates Med Ctr., v, Shalal 69 F. Supp 1288 (D Nev Sept. 16,
- 1999) IACP ob_]ects to the tenor of the arguments proffered in the brlef and to FDA’s
- use of the appeals process asa forum in whlch to wage an unrelentmg attack on the

practrce of pharmacy compoundmg

: . FDA’s basic contentlon in the bnef is that pharmacy compoundmg is bad Rather
than aggresswely argumg the ments of its case under the First Amendment \mth respect
to.the advertlsmg prov151ons FDA resorts to a repeated attack on the practlce of

'pharmacy compoundmg and why it should be mlmmlzed

) FDA’s antl-compoundmg blas pervades thls bnef contendmg that “[t]hls case | is
 about compoundlng prescnptlon drugs »! FDA bases its defense of the statute on .-

assaultmg the practlce of compoundmg However, the issue is not the de31rab111ty of

A Bnef For Appellant at 2, Western States Med. Ctr A Shalala, 69 F. Supp 1288
(D Nev Sept 16, 1999) No 99 17424 {heremafter FDA Brief]. =
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compoundmg —itis about the constltutronahty of the dlscrete advertlsmg restnctlons “ _

- encompassed in Section 503A(c)

" The core of FDA’s argument is that compoundmg is not safe and should be '
limited. FDA argues that Congress 1ncluded the advertrslng and promotlon prov1s1ons as
| a mechamsm to reduce the amount of pharmacy compoundmg conducted (FDA Brief at
' 23) FDA cites no authonty to sustam this conclus1on FDA also states “[1]f the drstnct
* court’s ruhng in this case were to stand, it would perrmt pharmacy drug manufacturers to

' ": induce customers to purchase the1r products for uses that have not been determmed to be _

- safe and effectrve ” (FDA Brlef at 20). This i 1gnores Congress de01s10n to exempt

compounded drugs from the new drug requn'ements with respect to safety and efficacy.
 Italso suggests that the mere act of advertlsmg the ablhty to compound a spectﬁc drug '
.would induce physwlans to abandon all medical Judgment and snnply wnte prescnptlons |

for that drug

B The brief i is replete wrth statements contendmg that pharmacy compoundmg —in
any amount — 1s unsafe. FDA goes so far as to insinuate that the nsk assoc1ated w1th the
use of compounded drugs nses to level of nsk assoc1ated with the use of unapproved
unconventlonal theraples (FDA Brief at 34). In addltlon FDA states that ‘[bly fostenng, _
demand for [a] compounded product . more people are exposed to the rrsks mherent in’
..'unapproved drugs ” (FDA brief at 47) Thus even when drugs are compounded in .

accordance with cnterla outhned sectlon 503A FDA beheves that they represent an -

| __ “mherent” danger to patlents

FDA also appears to believe that the pharmaCy-physician4patieht'tria,d does not

“exist if the pharmacist advertises the ab_ility' to compound a drug ‘This paternali’Stic view




~ Dr. Jane E. Henney -
July 18,2000 ’
Page 3 '

of the medlcal interaction of panents physxcrans and pharmac1sts farls to recogmze the

o professronal capacity of pharmaclsts and the sophrstrcatlon of physxc1ans

IACP does not suggest FDA should not defend the advertrsmg provrsron of
§ 503A FDA is entitled to v1gorously support the’ constrtutronahty of the provrsron
__ However m its brief, FDA constantly demgrates compoundmg, portraying itasa last-

gdrtch optron that is approprrate only in small quantrtles ‘because “a hmrted number of '

o sales cannot pose a threat toa srgmﬁcant number of people » Bnef at 28 FDA’

ph110sophy is that compoundmg is dangerous and should be done only spanngly Put
| simply, FDA defends the advertlsmg restriction by arguing that compoundmg —a
'congressmnally sancted action — 1s undesirable. On behalf of its 1500 members and the

) tens. of thousands of patlents they serve, IACP dlsagrees wrth th1s assessment

FDA’s antr-compoundmg attltude is not conﬁned to the bnef The recent

- “Concept Paper” on demonstrably difficult products also treats compounded drugs as

| ‘ second class citizens by drawing dlstmcnons based on the1r lack of FDA approval G1ven ‘
“that Congress has authonzed compoundmg, FDA should treat compounded drugs as a

_Iegal,alternatlv_e — not anv inferior -——-legally—sanctloned source of prescnpuon drugs.

_ FDA’s briefis essentially' Iittie more than a renewal of it Iobbying e-fforts against
’ the enactment of sectlon 503A. Congress has spoken and pharmacy compoundlng,
,wrthm the framework of § 5034, is 1ega1 Itis tlme for FDA to drop its adversanal

approach toward compoundlng, and help phys101ans, pharmacrsts and patrents maxrmrze

. the beneﬁts that can. be gamed through the practlce of pharmacy compoundm g As it

- moves forward to nnplement § 503A, FDA should abandon the underlymg premlse that

. ’compoundmg is bad and a practrce to be dlscouraged
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- Sincerely

*_Shelly Capps.

‘Executive Director




